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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth 

in 37 CFR 1.17(e), was filed in this application after final rejection. Since this application 

is eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 

1.17(e) has been timely paid, the finality of the previous Office action has been withdrawn 

pursuant to 37 CFR 1.114. Applicant's submission filed on 11/17/2008 has been entered. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

Claims 2, 4, 5, 8-25, 27-28, 31 are rejected under 35 U.S.C. 112, second paragraph, 

as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. 

1. The definition of label in claim 2 remains unclear. Note that L is a moiety, but a lipid is 
a molecule. 

2. The claim 2 provision for a plurality of labels is unclear. The formula shows only one L. 
If R4 can have several L groups attached, then the formula must be amended 
accordingly. Or is the second L attached to the first L? Note in this regard that R4 is an 
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alkylene group, which has exactly two bonds, one of which must be used to attached to 
R3. 

3. It is unclear where the list of labels in claim 2 ends. This is important because there 
can be a plurality of labels, but things that are not labels, there cannot be a plurality of 
these. 

4. At next to last line of claim 2, what does "moiety with membrane-inserting properties" 
mean? Is this something which inserts a membrane into something, in which case, into 
what? Is it something which attaches itself to a membrane, i.e. inserts itself onto a 
membrane? Is it something which passes through? And in any case, what sort of 
membrane? Is this a cell membrane, or would it cover organ membranes such as a 
mucous membrane, or would it cover artificial membranes such as Polymeric 
membranes? 

5. The wording "a moiety which is one part of a specific binding pair selected from 
biotin...." is unclear. What part would that be? For example, Streptavidin is a protein, 
which means that it has e.g. guanine present as a part, so does this read on guanine? 
Avidin has a urea group, so with this cover a urea group? Note that the claim uses 
"comprising", meaning that its just part. Thus, any compounds which has a urea 
functionality anywhere present would be "comprising" the urea group. Another "part" 
of avidin is a tetramethylene group. Does that mean that any compound with a 
tetramethylene is embraced? 

6. It is also unclear whether claim 28 requires that all of the reactive groups be protected, 
or just two or more. Only two Deprotection steps are required, and the elm does not 
state that all are protected. 
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7. Related to this is the problem of groups which cannot be protected. Electrophilic 
groups, such as halogen or nitro cannot be protected. Does this mean that claim 28 
simply does not include such groups? Or does it mean that these groups can be present, 
so long as there are at least two protecting groups around to be deprotected? There's no 
way of telling. 

8. Claim 31 is very unclear. It is unknown what "manipulating" is supposed to cover. The 
traverse is unpersuasive. Applicants point to description of the fusion protein, but that 
does not tell us what "manipulating a protein of interest means". Applicants further 
points "in particular page 14, lines 1-26, for "manipulating" as binding to a solid support 
and further steps made possible by binding to a solid support". But there is no 
indication there that "manipulating" means binding to a solid support. It simply says 
that the fusion protein can be bound to a solid support. Further, it is hard to see how it 
will fit. All that claim 31 actually requires, for the manipulating branch of the claim, is 
contacting the fusion protein "with an AGT substrate carrying a label". That doesn't 
seem to have anything to do with binding to a solid support. Moreover, even if true what 
else would "manipulating" cover other than this? Applicants also point to the next 
paragraph, but that deals with studying the role of the proteins, and detecting the 
proteins, which does not tell us the scope of manipulating the proteins. That is 
manipulating the proteins doesn't necessarily entail studying them. 

9. The term "polyfunctional residue" in claim 27 is unclear. Residue of what? It is 
understood that there are attached two or more reactive groups, but these are attached 
to what? Could this R4' be e.g. dichlorophenyl? 
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10. Claim 28 now has the new language "extending the polyfunctional residue R4'". What 
does this mean? Adding more reactive groups? Converting carbon-carbon double bonds 
into single bonds (which are longer than double bonds)? Adding more atoms to the 
backbones? 

11. The relationship between claim 27 and claim 28 is very unclear. The moiety R4' is in 
the starting material . In claim 27, one reacts this starting material with "a suitable 
reagent introducing one or more labels L" and one gets a compound of Formula I, which 
of course does not have R4' but instead has RrL. Therefore, claim 28 cannot be a further 
step after what happens in claim 27. However, claim 28 says, "comprising the further 
steps of..." 

12. Related to this is the ambiguous wording of "...groups in R4 are protected by...." Is this 
an actual step, i.e. a protection step? Or is it merely a description of the structure of 
R4'? The claim can be read either way. 

13. Further, if the latter is true, then the claim seems to conflict with claim 27, which says 
that it has "reactive nucleophilic or electrophilic groups". It says nothing about the 
groups being protected — and protecting is done to prevent things from being reactive. 

14. What does "depending on the number of mean in step (c) of claim 28. Does this mean 
that you do it as long as there are any groups left to deprotect? 

15. R4, choice (b) is unclear. The material before "representing" would appear to cover both 
NHCO and CONH, but the claim goes on to give only the former. Is only the former 
intended? In addition, the "or more" would appear to permit NHNHCO as well as 
NHCONH, but again, these do not appear after the "represents". Are these included? 
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16. L=methotrexate is not correct, since methotrexate is a molecule. It is also not entirely 
clear what in the amended L definition now in claim 2 would provide for this. 
Claims 2, 4, 5, 8-17, 19-22, 24-25, 27-28, 31 rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 

A. Claim 28 now has the new language "extending the polyfunctional residue R4'". 
Where is this in the specification? 

B. Where is this process of claim 28 described in the specification? For example, the 
original claim 28 had the extension of R4, but the claim now has the extension of R4. 

C. Note point 5 above. There is no evidence that applicants ever intended any such 
scope for L. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to /Mark L. Berch/ whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7=15 - 3=45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

/Mark L. Berch/ 
Primary Examiner 
Art Unit 1624 
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